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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 
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1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 27-30 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 27 is directed to "The method of claim 1" however claim 1 is directed to an 
implant not to a method. 

3. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claims 16-20, 31-34 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Claim 16 adds limitations that are considered 
to be new matter and do not have proper support in the originally filed specification. 
Claim 16 adds that the deployment mechanism is a "non-mechanically assisted" 
mechanism, however there is no support in the originally filed specification to support 
the mechanism being non-mechanically assisted. Also the claim recites that the 
deployment mechanism includes an actuator which is considered to be a mechanically 
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assisted element in that an actuator is a mechanical device that would would 
mechanically assist in the deployment. 



5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 



6. Claims 1-10 are rejected under 35 U.S.C. 102(e) as being anticipated by Beyar 
(6,334,446). 

Beyar discloses an implant for providing support to an anatomical structure having a 
sling and/or elongate segment of material that would provide support and anchor 
mechanisms, a system for securing the sling and a method for implanting the support. 
The anchor mechanisms (14) are inserted into soft tissue masses (vaginal tissue and/or 
cancellous bone in pubic bone) to support the anatomical structure with the sling and 
advanceable in a first direction to insert the anchors and resistant to movement in a 
second opposite direction. Beyar shows (Figure 17) barbs (515) that would resist 
movement in an opposite direction. Beyar also teaches a deployment mechanism for 
positioning the anchor mechanisms within the target site of the soft tissue, wherein the 
deployment mechanism includes a manually operable handle having a deployment 
member that is detachably fastenable to respective anchor mechanisms and an 
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actuator for detaching the anchor mechanism from the deployment member when 
properly positioned (see Figues 12A-E, 34, 44, 45A and B and 46). The actuator further 
includes a manually depressable button (820). 

6. Applicant's arguments filed 10/01/07 have been fully considered but they are not 
persuasive. Applicant argues that the anchor mechanism of Beyar is not configured to 
be permanently fixed in soft tissue and resistant to movement in an opposite direction. 
However the device of Beyar meets all of the structural limitations and is capable of 
performing the functions. While the intended use of Beyar may not be securing the 
anchor mechanism within the soft tissue the Beyar device is clearly capable of being 
secured at such a location within the body and as discussed above the use of barbs 
would clearly provide resistance to movement in an opposite direction whether it be 
within tissue or bone, a recitation of the intended use of the claimed invention must 
result in a structural difference between the claimed invention and the prior art in order 
to patentably distinguish the claimed invention from the prior art. If the prior art 
structure is capable of performing the intended use, then it meets the claim. 

7. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John P. Lacyk whose telephone number is 571-272- 
4728. The examiner can normally be reached on Mon-Fri, 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Chuck Marmor, II can be reached on 571-272-4730. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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